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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)0 Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)S This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 C D. 11, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) tli 's/are pending in the application. 

4a) Of the above claim(s) 7-19 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim{s) 1^6 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) 1 are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) n The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is madeof a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (POT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

The text of those sections of Title 35 U.S. Code not included in this action can be found 

in a prior Office action. 

Newly submitted claims 13-19 are directed to an invention that is independent or distinct 
from the invention originally claimed for the follov^ng reasons: the original claims are drawn to 
a composition only while new claims 13-19 are drawn to methods. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. Accordingly, claims 13-19 are withdrawn from consideration as being directed to 
a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

The amendment dated January 29, 2003 is acknowledged 

Claims 1-6, 1 1 and 12 are rejected under 35 U.S.C. 1 12, second paragraph, claims 1-6, 1 1 
and 12 are rejected under 35 U.S.C. 102(b) and 102(e). Claims 6, 1 1 and 12 are rejected for 
double patenting. Claims 1-4 and 6 have been amended and claims 13-19 are new added claims. 
Claims 7-12 are withdrawn from consideration. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 2 remains rejected as the claim recites "amino acids" rather than "amino acid 
residues". Claims 5, 6, 9 and 10 are rejected as dependent from rejected base claim 2. 

The rejection of claims 1, 3-6, 1 1 and 12 under 35 U.S.C. 1 12, is withdrawn based upon 
the amendment. 
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Claim Rejections - 35 USC§ 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign countr>' or in public use or on 
sale in this countr>', more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (I) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 



Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Simon et al. (The 
Journal of Investigative Dermatology, 105: 432-437, 1995). Simon et al. teach a citrulline- 
containing, modified, synthetic filaggrin peptide (p. 436, col. 2, 1^^ para,) having at least five 
consecutive amino acid residues comprising at least one arginine residue (p. 434, col. 2, 2"^ 
para.) and comprising at least one citrulline residue (p. 436, col. 2, 1^^ para.)(present claim 1), 
wherein said fragment of at least five residues is from the region of amino acid 93-109 of SEQ 
ID NO: 7 (p. 434, col. 2, 2"^ para.)(present claims 2-4) and which lack a structure identical to 
that of a preparation of isoforms of filaggrin which is purified from the human epidermis 
comprising a mixture of isoforms having a molecular weight of 40,000 measured by SDS-PAGE 
(p. 434, col. 2, 1^* para.: molecular weight is 37,000; and col. 2, para. 2 ) and a pi ranging 
between 5.8 and 7.4, absent evidence to the contrary (present claim 6). Thus Simon et al. teach 
all of the elements of claims 1-6 and these claims are anticipated under 35 U.S.C 102(b). 



Application/Control Number; 09/254,032 Page 4 

Art Unit: 1653 

The rejection of claim 6 under 35 U.S.C. 102(e) as being anticipated by Serre et al. is 
withdrawn. 

The applicant argues that claim 1 is a homogenous mix of peptides, yet claim 1 fails to 
include this limitation. Further, there is no evidence that the synthetic peptides taught by Simon 
et al. (The Journal of Investigative Dermatology, 105: 432-437, 1995) are not homogenous 
mixtures. 

Double Patenting 

The rejection of claim 6 under the judicially created doctrine of double patenting is 
withdrawn as the protein in US 5,888,833 is a 40kD protein with a pi between 5.8 and 7.4. (col. 
5, lines 1-5). 

Conclusion 

No claims are allowed. Applicant's amendment necessitated the new ground(s) of 
rejection presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. See 
MPEP § 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laurie Mayes whose telephone number is (703) 605-1 208. The 
examiner can normally be reached on Monday through Friday from 7 AM to 3:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (703) 305-2923. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 305-3014 for regular 
commimications and (703) 305-3014 for After Final communications. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1 123. 



Laurie Mayes 
Patent Examiner 
Art Unit 1653 
April 15,2003 
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